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(b) Final containers. Final containers
used for Source Plasma, whether inte-
grally attached or separated from the
original blood container, shall not be
entered prior to issuance for any pur-
pose except for filling with the plasma.
Such containers shall be uncolored and
hermetically sealed, and shall permit
clear visibility of the contents. Final
containers and their components shall
not interact with the plasma contents
under conditions of storage and use so
as to alter the safety, quality, purity,
or potency of the plasma and shall pro-
vide adequate protection against exter-
nal factors that may cause deteriora-
tion or contamination. Prior to filling,
the final container shall be marked or
identified by number or other symbol
which will relate it directly to the
donor.

(c) Preservative. Source Plasma shall
not contain a preservative.

[38 FR 32089, Nov. 20, 1973, as amended at 41
FR 10769, Mar. 12, 1976; 50 FR 4140, Jan. 29,
1985]

§ 640.69 General requirements.
(a) Pooling. Two units of Source Plas-

ma from the same donor may be pooled
if such units are collected during one
plasmapheresis procedure: Provided,
That the pooling is done by a procedure
that does not introduce a risk of con-
tamination of the red blood cells and,
for plasma intended for injectable
products, gives maximum assurance of
a sterile container of plasma.

(1) The pooling of plasma from two or
more donors is not permitted in the
manufacture of Source Plasma in-
tended for manufacturing into
injectable products.

(2) The pooling of plasma from two or
more donors by the manufacturer of
Source Plasma intended for manufac-
turing into noninjectable products is
permitted: Provided, That the plasma
from two or more donors is pooled after
the plasma has been removed from the
red blood cells, and after the red blood
cell containers are sealed.

(b) Storage. Immediately after filling,
plasma intended for manufacturing
into injectable products shall be stored
at a temperature not warmer than ¥20
°C., except for plasma collected as pro-
vided in § 640.74. Plasma intended for
manufacturing into noninjectable

products may be stored at tempera-
tures appropriate for the intended use
of the final product, provided these
temperatures are included in the
Source Plasma license application.

(c) Inspection. Source Plasma in-
tended for manufacturing into
injectable products shall be inspected
for evidence of thawing at the time of
issuance, except that inspection of in-
dividual plasma containers need not be
made if the records of continuous mon-
itoring of the storage temperature es-
tablish that the temperature remained
at ¥20 °C or colder. If there is evidence
that the storage temperature has not
been maintained at ¥20 °C or colder,
the plasma may be relabeled and issued
as provided in § 640.76(a).

(d) Pilot samples. If pilot samples are
provided, they shall meet the following
standards:

(1) Prior to filling, all pilot samples
shall be marked or identified so as to
relate them directly to the donor of
that unit of plasma.

(2) All pilot samples shall be filled at
the time the final product is prepared
by the person who prepares the final
product.

(3) All pilot samples shall be rep-
resentative of the contents of the final
product.

(4) All pilot samples shall be col-
lected in a manner that does not con-
taminate the contents of the final con-
tainer.

[38 FR 32089, Nov. 20, 1973, as amended at 41
FR 10769, Mar. 12, 1976; 41 FR 14367, Apr. 5,
1976; 50 FR 4140, Jan. 29, 1985]

§ 640.70 Labeling.
(a) In addition to the labeling re-

quirements of § 610.62 of this chapter,
and in lieu of the requirements in
§§ 606.121, 610.60, and 610.61 of this chap-
ter, the following information shall ap-
pear on the label affixed to each con-
tainer of Source Plasma:

(1) The proper name of the product.
(2) The statement ‘‘Caution: For

Manufacturing Use Only’’ for products
intended for further manufacturing
into injectable products, or the state-
ment, ‘‘Caution: For Use In Manufac-
turing Noninjectable Products Only’’,
for products intended for further manu-
facturing into noninjectable products.
The statement shall follow the proper
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